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REMARKS 

In the specification, the paragraphs and tables containing a mistranslated term "partially 
alphanized starch" have been substituted with paragraphs and tables containing the correct 
translation of the Japanese term "partly pregelatinized starch." The error in translation occurred 
at the time the PCT application entered the national phase in the U.S. 

The term used in the Japanese PCT application is the correct technical term (see 
underlined Japanese word in the Japanese PCT application reciting the Japanese, Appendix A). 
A copy of the relevant pages of Japanese Pharmaceutical Excipients in Japanese, which also 
shows that the Japanese term erroneously translated as "partially alphanized starch" means 
"partly pregelatinized starch" (Appendix A). To expedite prosecution and if examiner so 
requests, applicants are prepared to submit a sworn statement from a translator to confirm that a 
mistake was made during translation from the priority document written in Japanese. Therefore, 
applicants submit that these amendments do not introduce new matter and their entry is 
respectfully requested. 

Claims 1-18 have been deleted and new claims 19-46 are being submitted. 

Claim 19 is directed to a surface modified powder, with a flowability of at maximum 42° 
as measured using angle of repose. Support for adding the angle of repose to the claim can be 
found in the descriptions of the present specification at page 12, line 25 to page 13, line 14, and 
at page 16, lines 1 to 20. Further support can be found in Examples 1 through 9, which show 
that the surface modified powder was prepared by thoroughly blending the active agent with the 
surface modifying material by a high speed mixer without the use of any solvent such as water. 
Also, Examples 1 and 2 show that the surface modified powder was prepared by thoroughly 
blending the active agent with the surface modifying material by a high speed mixer without the 
use of any solvent, such as water to give the surface modified powder, of which the angle of 
repose was at most 42°. 

Claim 20 is directed to the powder of claim 19 further comprising a diluent and claim 21 
is directed to the powder of claim 19 additionally comprising disintegrant. Support for the 
additional use of diluents can be found, for example, on page 1 1, 1 st full par. Support for the 
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additional use of disintegrants can be found, for example, on page 17, 2 nd full par. 

Claims 23-27 correspond to the originally submitted claims 2-6 and further define the 
types of surface modifying materials in these embodiments of the invention. Examples of the 
surface modifying materials useful according to the present invention are described in detail on 
page 12, 1 st full par. 

Claim 28 corresponds to the originally submitted claim 7 and is directed to the tablets 
optionally comprising specific diluents. 

Claim 29 corresponds to the originally submitted claim 9 and defines active agents of this 
embodiment. 

The method of claim 30 corresponds to the originally submitted method of claim 10. 

Claims 3 1 and 32 are directed to a method which specifically uses a high speed mixer to 
blend the powder. These claims are supported, for example, in Examples 1 through 9. 
Particularly useful high speed mixers are listed on page 13, lines 3-14. 

Claim 33 is directed to the optional use of diluent in the method of claim 29. 

Claims 34-36 corresponds to the originally submitted claims 11-14 

Claims 37-46 are directed to method of producing a disintegrating tablet and correspond 
to the originally submitted claims 14 and 18. Claim 40 is directed to the method wherein at least 
one member selected from finely titanium oxide, talc and the like is further added. Support for 
claim 40 can be found in the specification, for example, on page 13, line 23 to page 14, line 28. 

Claim 46 is directed to the situation where the optional diluent is not present. These 
amended claims do not constitute new matter and their entry is requested. 

Turning now to the specific rejections by the examiner. 

Claims 1, 2, 6, 7, 10, 14, 17, and 18 were rejected under 35 USC § 1 12, 2 nd par. as being 
indefinite. 

Applicants have cancelled claims 1-18 and submit new claims 19-46, wherein applicants 
have address examiners' comments concerning wordiness and interpretation difficulties. 
Applicants submit that this has obviated the rejection. 

Claims 15 and 16 were rejected under 35 USC § 101 as being improper process claims. 
Applicants have cancelled claims 15 and 16, which obviates the rejection. 

Claims 1-4, 7, 9-14, 17 and 18 were rejected under 35 USC § 102(b) as being anticipated 
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byGB 1,480,175. 

Applicants disagree. The characteristic of the present invention resides in the surface 
modified powder which is obtained by blending the active agent with the surface modifying 
material thoroughly to the extent that the flowability of the obtained surface modified powder 
becomes at most 42° when measured by the angle of repose. One way of achieving this is by the 
use of a high speed mixer. The invention is based upon a discovery that high flowability can be 
achieved without the use of any solvent such as water. (See e.g., claim 46.) Therefore, the 
claimed surface modified powder enables direct tableting and provides material to prepare an 
excellent fast disintegrating tablet. 

Unlike the present invention which provides for a highly flowable powder even without 
addition of solvent, GB 1,480,175 describes coated tablets wherein the pharmacologically active 
ingredient must be mixed with maltose. The tablets are prepared by mixing the 
pharmacologically active ingredient with maltose and then compressing the mixture into tablets 
and consequently coating the tablets. The method of GB 1,480,175 only enables the direct 
compression of the mixture into the tablet by the use of maltose, as described in GB 1,480,175 
Reference 1 at page 2, the left column, lines 16 to 28. In other words, the characteristic of the 
invention resides entirely in the use of maltose. Moreover, when one looks at such methodology, 
it is clear that it does not teach or suggest a powder having a flowability of at most 42° in terms 
of an angle of repose. 

In light of the above, the rejection under 35 USC § 102(b) over GB 1,480,175, should be 
withdrawn. 

Claims 1-14, 17 and 18 were further rejected under 35 USC § 102(b) as being anticipated 
by JP 10114655. Applicants disagree. 

JP 101 14655 describes a pharmaceutical preparation comprising a medicine, a neutral or 
basic additive and a disintegrating agent, and further describes that such a preparation is rapidly 
disintegrate. However, unlike the present invention which teaches a powder made without the 
use of solvents, as required by, for example, claims 45 and 46, JP 101 14655 teaches no more 
than a conventional method for formulating a solid pharmaceutical preparation, wherein water is 
used as a solvent to prepare a granulated product. Indeed, all of the Examples describe a 
conventional manner for formulating a tablet by mixing and granulating the medicine, additive 
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and disintegrating agent in the presence of water in a mixing granulator and compressing the 
granulated product to formulate the tablet. 

Similarly, unlike the powder of the present invention, it would not have a flowability as 
required by the claims. Therefore, JP 101 14655 neither teaches nor suggests the surface 
modified powder of the present invention which is obtained by thoroughly blending the active 
agent with the surface modifying material by the high speed mixer without the use of any solvent 
such as water. Therefore, the rejection under 35 USC § 102(b) over JP 101 14655 should be 
withdrawn. 

Claims 1-14, 17 and 18 were rejected under 35 USC § 103(a) as being unpatentable over 
GB 1,480,175. The examiner contends that the citation to the angle of repose does not allow one 
to distinguish the present invention from the prior art. 

Applicants disagree. Claim 19 is directed to a surface modified powder, with a 
flowability of at maximum 42° as measured using angle of repose. Angle of repose is a well 
known term in the art of pharmaceutical industry and defines the maximum angle at which a 
mass or pile of unconsolidated solid material can remain stable. (See, e.g., Remington: The 
Science and Practice of Pharmacy by Alfonso R. Gennaro (Editor), A. L. Gennaro, Lippincott, 
Williams & Wilkins; (December 15, 2000) ISBN: 0683306472, p. 691). Flow properties of solid 
pharmaceutical compositions are usually determined by measuring the angle of repose. Anyone 
skilled in the art would readily appreciate that an angle of repose of at most at 42° is an 
indication of a highly flowable material. Such a material is not suggested by the prior art. 
Further, the present invention provides a powder which is highly flowable because it is 
thoroughly blended with surface modifying material and this can even be accomplished without 
addition of solvents, which are commonly used to increase the solid material flow in the prior art 
including GB 1,480,175, which distinctly requires the use of maltose as a solvent. 



B1262256.3 



Page 19 of 20 



Application No. 09/936,558 

Amendment dated May 12, 2003 

Reply to Office Action of February 10, 2003 

In view of the foregoing, applicant respectfully submits that all claims are in condition 
for allowance. Early and favorable action is requested. 

In the event that any additional fees are required, the PTO is authorized to charge Nixon 
Peabody deposit account No. 50-0850. 



Respectfully submitted, 





Ronald I. Eisenstein, Reg. No. 30,628 
NIXON PEABODY LLP 
101 Federal Street 
Boston, MA 021 10 
(617) 345-6054 
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